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(2) Indications for use. For the treat-
ment of cystic ovaries (ovarian fol-
licular cysts) in cattle to reduce the 
time to first estrus. 

(3) Limitations. For intramuscular use 
only. Federal law restricts this drug to 
use by or on the order of a licensed vet-
erinarian. 

[54 FR 50235, Dec. 5, 1989] 

§ 522.1078 Gonadorelin diacetate tetra-
hydrate. 

(a) Specifications. Each milliliter of 
solution contains 50 micrograms (μg) of 
gonadorelin diacetate tetrahydrate. 

(b) Sponsors. See Nos. 000061, 050604, 
and 059130 in § 510.600(c) of this chapter. 

(c) Conditions of use in cattle. It is 
used as follows: 

(1) Amount. 100 μg per cow as a single 
intramuscular or intravenous injec-
tion. 

(2) Indications for use. For the treat-
ment of ovarian cysts in dairy cattle. 

(3) Limitations. Federal law restricts 
this drug to use by or on the order of a 
licensed veterinarian. 

[67 FR 68759, Nov. 13, 2002, as amended at 74 
FR 61516, Nov. 25, 2009] 

§ 522.1079 Serum gonadotropin and 
chorionic gonadotropin. 

(a) Specifications. Each dose consists 
of 400 international units (I.U.) serum 
gonadotropin and 200 I.U. chorionic 
gonadotropin as a freeze-dried powder 
to be reconstituted with 5 milliliters of 
sterile aqueous diluent. 

(b) Sponsor. See No. 000061 in 
§ 510.600(c) of this chapter. 

(c) Conditions of use in swine—(1) 
Amount. 400 I.U. serum gonadotropin 
with 200 I.U. chorionic gonadotropin 
per 5 milliliters dose per animal. 

(2) Indications for use. (i) Gilts. For in-
duction of fertile estrus (heat) in 
healthy prepuberal (noncycling) gilts. 

(ii) Sows. For induction of estrus in 
healthy weaned sows experiencing de-
layed return to estrus. 

(3) Limitations. For subcutaneous use 
only. 

(i) Gilts. For use only in gilts over 5 
1/2 months of age and weighing at least 
85 kilograms (187 pounds). 

(ii) Sows. Delayed return to estrus is 
most prevalent after the first litter. 
The effectiveness has not been estab-
lished after later litters. Delayed re-

turn to estrus often occurs during peri-
ods of adverse environmental condi-
tions, and sows mated under such con-
ditions may farrow smaller than nor-
mal litters. 

[55 FR 1405, Jan. 16, 1990, as amended at 58 
FR 52222, Oct. 7, 1993; 74 FR 61516, Nov. 25, 
2009] 

§ 522.1081 Chorionic gonadotropin. 

(a) Specifications. Each vial contains 
5,000, 10,000 or 20,000 USP units of 
lyophilized powder for constitution 
with accompanying diluent to a 10-mil-
liliter solution. 

(b) Sponsors. See sponsors in 
§ 510.600(c) of this chapter for use as in 
paragraph (d) of this section. 

(1) Nos. 000402 and 053501 for use as in 
paragraphs (d)(1)(i)(A), (d)(1)(i)(B) and 
(d)(1)(i)(C) of this section. 

(2) Nos. 058639 and 063323 for use as in 
paragraphs (d)(1)(i)(A) and (d)(1)(i)(B) 
of this section. 

(3) No. 000061 for use as in paragraphs 
(d)(1)(i)(A) and (d)(2) of this section. 

(c) Related tolerances. See § 556.304 of 
this chapter. 

(d) Conditions of use—(1) Cattle—(i) 
Amount. As a single dose. Dosage may 
be repeated in 14 days if the animal’s 
behavior or examination of the ovaries 
per rectum indicates retreatment. 

(A) 10,000 USP units by 
intramuscular injection. 

(B) 500 to 2,500 USP units by 
intrafollicular injection. 

(C) 2,500 to 5,000 USP units by intra-
venous injection. 

(ii) Indications for use. For parenteral 
use in cows for treatment of nympho-
mania (frequent or constant heat) due 
to cystic ovaries. 

(iii) Limitations. Federal law restricts 
this drug to use by or on the order of a 
licensed veterinarian. 

(2) Finfish—(i) Amount. 50 to 510 IU 
per pound of body weight for males, 67 
to 1,816 IU per pound of body weight for 
females, by intramuscular injection. 
Up to three doses may be administered. 

(ii) Indications for use. An aid in im-
proving spawning function in male and 
female brood finfish. 

(iii) Limitations. In fish intended for 
human consumption, the total dose ad-
ministered per fish (all injections com-
bined) should not exceed 25,000 IU 
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